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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of species 4, claims 1-19 and 44-45 in the 
reply filed on October 27, 2006 is acknowledged. 

2. Claims 20-43 are withdrawn from further consideration pursuant to 37 CFR 

1 .142(b) as being drawn to nonelected species, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on October 27, 
2006. 

Drawings 

3. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: 152 (Figures 5A-5B), 182 (Figure 6A), 216 (Figures 7C and 8C), 307 
(Figures 8B and 8C), and 318 (Figure 8C). Corrected drawing sheets in compliance 
with 37 CFR 1.121(d), or amendment to the specification to add the reference 
character(s) in the description in compliance with 37 CFR 1.121(b) are required in reply 
to the Office action to avoid abandonment of the application. Any amended replacement 
drawing sheet should include all of the figures appearing on the immediate prior version 
of the sheet, even if only one figure is being amended. Each drawing sheet submitted 
after the filing date of an application must be labeled in the top margin as either 
"Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). If the changes are 
not accepted by the examiner, the applicant will be notified and informed of any required 
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corrective action in the next Office action. The objection to the drawings will not be held 
in abeyance. 

Specification 

4. Applicant is reminded of the proper content of an abstract of the disclosure: 

A patent abstract is a concise statement of the technical disclosure of the 
patent and should include that which is new in the art to which the invention 
pertains. If the patent is of a basic nature, the entire technical disclosure may be 
new in the art, and the abstract should be directed to the entire disclosure. If the 
patent is in the nature of an improvement in an old apparatus, process, product, 
or composition, the abstract should include the technical disclosure of the 
improvement. In certain patents, particularly those for compounds and 
compositions, wherein the process for making and/or the use thereof are not 
obvious, the abstract should set forth a process for making and/or use thereof. If 
the new technical disclosure involves modifications or alternatives, the abstract 
should mention by way of example the preferred modification or alternative. 

The abstract should not refer to purported merits or speculative applications of 
the invention and should not compare the invention with the prior art. 

Where applicable, the abstract should include the following: 

(1 ) if a machine or apparatus, its organization and operation; 

(2) if an article, its method of making; 

(3) if a chemical compound, its identity and use; 

(4) if a mixture, its ingredients; 

(5) if a process, the steps. 

Extensive mechanical and design details of apparatus should not be given. 

5. The current abstract submitted by applicant does not disclose any technical 
information or include that which is new in the art to which the invention pertains. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 4, 8-19, and 44-45 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

7. The term "about" in claims 4, 8-10, 12, 13, 15, and 44 is a relative term that 
renders the claim indefinite. The term "about" in each of the above-mentioned claims 
precedes a dimensional range. It is suggested that applicant delete the term "about" 
from each of the above-mentioned claims to establish a finite dimensional range for the 
structures claimed. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claims 1-3, 6, and 7 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Loeffler (5,891,154). Loeffler reference discloses the invention substantially as 
claimed, including: a "catheter" (12) and a "sheath" (10) surrounding the catheter with 
proximal and distal ends and an "orifice" (1 and/or 2) between the ends of the sheath 
(see Column 6, Lines 33-35). A "stent" (16) is disposed between the catheter and the 
sheath prior to implantation into the body lumen (see Figure 1). 
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Regarding claim 2, the sheath can contain multiple orifices (1 and 2). 

Regarding claim 3, the stent strut inherently will have a maximum dimension 
(most likely the cross-sectional area) because it has a size. The orifices can be sized 
according to need (see Column 6, Lines 37-42) and therefore are capable of being 
sized smaller than the maximum dimension of the stent. 

Regarding claim 6, Loeffler reference includes a stent (16). 

Regarding claim 7, the stent of Loeffler reference is balloon (14) expandable. 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

9. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over 

Loeffler (5,891,154) as applied to claim 1 above. Loeffler reference discloses the 

invention substantially as claimed, including: a "catheter" and a "sheath" surrounding the 

catheter with proximal and distal ends and an "orifice" between the ends of the sheath. 
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A "stent" is disposed between the catheter and the sheath prior to implantation into the 
body lumen. Loeffler reference also discloses that the size of the orifices may be varied 
according to the need in the procedure (see Column 6, Lines 37-42). However, Loeffler 
reference does not disclose that the size of the orifice be specifically 0.02 inches or 
less. It would have been an obvious matter of design choice to make the orifices of 
Loeffler reference 0.02 inches or less, since such a modification would have involved a 
mere change in the size of a component. A change in size is generally recognized as 
being within the level of ordinary skill in the art. In re Rose, 105 USPQ 237 (CCPA 
1955). 

10. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Loeffler (5,891,154) as applied to claims 1 and 3 above, and further in view of 
Wilson et al. (6,425,898). Loeffler reference discloses the invention substantially as 
claimed, including: a "catheter" and a "sheath" surrounding the catheter with proximal 
and distal ends and an "orifice" between the ends of the sheath. A "stent" is disposed 
between the catheter and the sheath prior to implantation into the body lumen. 
However, Loeffler reference does not disclose that the sheath contain multiple layers 
with at least one layer being a support material. Attention is drawn to Wilson et al. 
reference, which teaches a sheath may have multiple layers with one being a support 
layer to enhance stent deployment (see Column 8, Lines 12-19 for specific benefits). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to make the sheath of Loeffler reference with multiple layers, as 
taught by Wilson et al. reference, to enhance stent deployment. 
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1 1 . Claims 8 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Loeffler (5,891,154) as applied to claim 1 above. Loeffler reference discloses 
the invention substantially as claimed, including: a "catheter" and a "sheath" surrounding 
the catheter with proximal and distal ends and an "orifice" between the ends of the 
sheath. A "stent" is disposed between the catheter and the sheath prior to implantation 
into the body lumen. Loeffler reference also discloses that the location of the orifices 
may be varied according to the need in the procedure (see Column 6, Lines 37-42). 
However, Loeffler reference does not disclose that the location of the orifice be 
specifically "at most 100 millimeters" (with regard to claim 8) and "at least 1 millimeter" 
(with regard to claim 9) from the distal end of the sheath. It would have been an 
obvious matter of design choice to modify Loeffler reference by locating the orifice a 
distance between 1 and 100 millimeters from the distal end of the sheath, since 
applicant has not disclosed that having the orifice located at this specific distance from 
the end of the sheath solves any stated problem or is for any particular purpose and it 
appears the delivery device would perform equally well with the orifices located as 
shown in figure 1 of Loeffler reference. 

12. Claims 10-14 and 17-19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Loeffler (5,891,154). Loeffler reference discloses the invention 
substantially as claimed, including: a "catheter" (12) and a "sheath" (10) surrounding the 
catheter with proximal and distal ends and an "orifice" (1 and/or 2) between the ends of 
the sheath (see Column 6, Lines 33-35). A "stent" (16) is disposed between the 
catheter and the sheath prior to implantation into the body lumen (see Figure 1). 
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However, Loeffler reference does not disclose that the location of the orifice(s) be 
specifically "at most 100 millimeters" (with regard to claims 10 and 13) and "at least 1 
millimeter" (with regard to claim 12) from the distal end of the sheath. It would have 
been an obvious matter of design choice to modify Loeffler reference by locating the 
orifice(s) a distance between 1 and 100 millimeters from the distal end of the sheath, 
since applicant has not disclosed that having the orifice(s) located at this specific 
distance from the end of the sheath solves any stated problem or is for any particular 
purpose and it appears the delivery device would perform equally well with the orifice(s) 
located as shown in figure 1 of Loeffler reference. 

Regarding claim 1 1 , the device of Loeffler reference can deliver the implantable 
medical endoprosthesis (stent) into the lumen of a patient (see Column 6, Lines 49-51). 

Regarding claim 13, the sheath can contain multiple orifices (1 and 2). 

Regarding claims 14 and 17-19, Loeffler reference includes a balloon (14) 
expandable stent (16). The stent strut inherently will have a maximum dimension (most 
likely the cross-sectional area) because it has a size. The orifices can be sized 
according to need (see Column 6, Lines 37-42) and therefore are capable of being 
sized smaller than the maximum dimension of the stent. 

13. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Loeffler (5,891,154) as applied to claim 10 above. Loeffler reference discloses the 
invention substantially as claimed, including: a "catheter" and a "sheath" surrounding the 
catheter with proximal and distal ends and an "orifice" between the ends of the sheath. 
A "stent" is disposed between the catheter and the sheath prior to implantation into the 
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body lumen. The orifice can be a distance between 1 and 100 millimeters from the 
distal end of the sheath according to design choice (as explained in claim 10 above). 
However, Loeffler reference does not disclose that the size of the orifice be specifically 
0.02 inches or less. It would have been an obvious matter of design choice to make the 
orifices of Loeffler reference 0.02 inches or less, since such a modification would have 
involved a mere change in the size of a component. A change in size is generally 
recognized as being within the level of ordinary skill in the art. In re Rose, 105 USPQ 
237 (CCPA1955). 

14. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Loeffler (5,891,154) as applied to claim 10 above, and further in view of Wilson et 
al. (6,425,898). Loeffler reference discloses the invention substantially as claimed, 
including: a "catheter and a "sheath" surrounding the catheter with proximal and distal 
ends and an "orifice" between the ends of the sheath. A "stent" is disposed between the 
catheter and the sheath prior to implantation into the body lumen. The orifice can be a 
distance between 1 and 100 millimeters from the distal end of the sheath according to 
design choice (as explained in claim 10 above). However, Loeffler reference does not 
disclose that the sheath contain multiple layers with at least one layer being a support 
material. Attention is drawn to Wilson et al. reference, which teaches a sheath may 
have multiple layers with one being a support layer to enhance stent deployment (see 
Column 8, Lines 12-19 for specific benefits). Therefore, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to make the sheath of 
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Loeffler reference with multiple layers, as taught by Wilson et al. reference, to enhance 
stent deployment. 

Regarding claim 16, Loeffler reference includes a stent (16). The stent strut 
inherently will have a maximum dimension (most likely the cross-sectional area) 
because it has a size. The orifices can be sized according to need (see Column 6, 
Lines 37-42) and therefore are capable of being sized smaller than the maximum 
dimension of the stent. 

15. Claims 44-45 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Thornton (5,830,181). Thornton reference discloses the invention substantially as 
claimed, including a guide catheter (11) having proximal and distal ends and at least 
one orifice (30) between the ends. However, Thornton reference does not disclose that 
the location of the orifice be specifically "at most 100 millimeters" from the distal end of 
the catheter (1 1 ). It would have been an obvious matter of design choice to modify 
Thornton reference by locating the orifice a distance less than 100 millimeters from the 
distal end of the sheath, since applicant has not disclosed that having the orifice located 
at this specific distance from the end of the catheter solves any stated problem or is for 
any particular purpose and it appears the delivery device would perform equally well 
with the orifices located as shown in figure 1 of Thornton reference. 

Regarding claim 45, the catheter of Thornton reference contains multiple layers 
(18 and 19) with at least on layer being a support material (see Column 3, Lines 7-9). 
The support layer is interpreted to be layer 19 since it secures layer 18 (see Column 3, 
Lines 15-19). 
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Conclusion 



16. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure is as follows: 6,669,716 to Gilson et al.; 6,033,413 to Mikus et al.; 
5,346,471 to Raulerson; 5,980,483 to Dimitri; and 5,772,669 to Vrba. 

1 7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ryan Severson whose telephone number is (571) 272- 
3142. The examiner can normally be reached on Monday - Thursday 7:00 - 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



273-8300. 
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